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Process Development and Manufacture of Biologics

08:30-09:00 VX E5&
Registration

09:00-09:10 7§ AF & CMC Biologics A7
Welcome and Introductions of CMC Biologics
AAL : e2gte! PhD, CMC Biologics A 742 El Senior Director

09:10-09:30 CMC Biologics 2| Al =& HIE| O M
Overview of CMC Biologics
HA} . FAEFE OS2 PhD, CMC Biologics LC{ H O| A}

09:30-10:00 ot= HIO|QZZEIA AtAo| Mot
Outlook of the Biologics Market in Korea
GlAL : HES Merjms

10:00-10:15 COFFEE BREAK

10:15-10:45 CHEF1® Gene Expression: DNAO| A S Ef A9N(FRRA)THK] 1270 &
From DNA to Full Disposition in 12 Months
AAL : O3 20| A, O/= CMC Biologics ZIAEZ! 742 Director

10:45-11:15  REAI A2 2| FDA 215 T AAL (PLHO| CHob Abed| A
Case Study from Recent FDA Pre-License-Inspection (PLI) in a
European Facility

AAL :HIESIO|Z PhD, HIOF3 CMC Biologics &% Vice President

11:15-11:45  SESH X MAF BRIPMo| EX U AS
Characterization and Validation of a Perfusion Process Producing a
Highly Complex Molecule
AL cEHIZZHE M PhD, GO CMC Biologics T ZAM|A 7& Vice
President



11:45-12:15  AB|BMELHSI|, HZAIMO| Mt 2y o &
Single-use Bioreactors and Rapid Reconfiguration and Expansion of
Manufacturing Facilities
HA} . FAELEORES 2 PhD, CMC Biologics CHH O| A}

12:15 Mol &2 % HEKA 2[4dM (coffee & cookies)

13:30 HER3A 2N =
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